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Application Papers 
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DETAILED ACTION 

Information Disclosure Statement 

1 . The information disclosure statement filed 05/24/2004 fails to comply with 37 
CFR 1.98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It has been placed in the 
application file, but references, which were crossed out therein, have not been 
considered. 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1-20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The specification does not adequately define how a sudden cardiac death risk 
score is calculated. 



Claim Rejections ■ 35 USC § 102 



Application/Control Number: 10/825,534 Page 3 

Art Unit: 3766 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-2, 10-11, and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shapland (US 5042497) et al. 

5. Regarding claims 1 and 18, Shapland discloses a method of predicting sudden 
cardiac death in a patient (Col 1, Ln. 26-34), the method comprising acquiring patient 
data from a plurality of medical equipment databases (Col. 2, Ln. 25-28), and further 
providing a prediction when a patient is at an elevated risk of a sudden death cardiac 
arrhythmia (Col 1, Ln. 39-40;Col. 3, Ln. 41-42). The examiner acknowledges that a 
database can read on any data storage device that might be used to store the ECG and 
neural activity data over a period of time. 

6. Regarding claims 2, and 1 1 , Shapland discloses the method of claim 1 , and 
further comprising generating multiple independent indications of sudden cardiac death 
based on the patient data acquired from the plurality of medical equipment databases 
(Col 3, Ln. 60-65). 

7. Regarding claim 10, Shapland discloses the method of claim 1 and further 
comprising including at least on of electrocardiogram, data, image data, and sudden 
cardiac death risk score in a single report (Col. 3, Ln. 48-54). 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



10. Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Guerrero (US 6,370,423) et al. 

1 1 . Regarding claims 1,2,3,4 and 6 Guerrero discloses: A method of predicting 
sudden cardiac death in a patient, wherein his device is capable of acquiring data from 
a plurality of medical devices which utilize waveform data and further analyzing the 
patent data to determine the risk of sudden cardiac death. Guerrero also mentions 
comparing image patterns (Col 3, Ln 24, and 33) as a means for diagnosis of the risk of 
sudden cardiac death (Col 15, Ln. 40) using a Computerized Visual Analysis Technique 
(Col. 17, Ln. 7). Guerrero also discloses a template matching method for detecting 
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arrhythmia using millivolt range changes in the QRS (Col 10, Ln. 14). Guerrero also 
mentions the use of internal correlation dealing with morphologic patterns which would 
inherently include "measurements to some sort of range" in order to determine an image 
correlation. Guerrero does not specifically mention the use of a database however the 
examiner takes official notice that to utilize a database to store information would be of 
ordinary skill in the art. 

12. Regarding claim 5, Guerrero significantly discloses the claimed invention of claim 
1 , and further discloses comparing electrocardiogram data to stored electrocardiogram 
patterns to determine an electrocardiogram measurement (Col 23, Ln. 17). 

13. Regarding claims 7, and 8, Guerrero significantly discloses the claimed invention 
of claim 1, and further discloses determining a mathematical measurement based on a 
parameter value (Col 12, Ln. 2,3;Col 18, Ln. 39; Col 27, Ln. 8). Wherein a parameter 
value could be anything including a biological parameter, including tissue impedance, or 
a hardware parameter such a line resistance. Guerrero also discloses the use and or 
disadvantage of using certain mathematical autocorrelation techniques (Col 17, Ln. 43). 
It would be obvious to one of ordinary skill in the art to compare a mathematical 
measurement to a range to determine a mathematical correlation, as this is common 
modeling techniques in the field of engineering. 

14. Regarding claim 9, Guerrero discloses different methods of diagnosing a patient 
using image correlation, electrocardiogram correlation, and mathematical correlation. It 
would be obvious to one of ordinary skill in the art to combine different methods of data 
correlation. The examiner also takes official notice that the act of correlating data would 
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be of ordinary skill in the art unless a new correlation technique is specifically 
addressed. 

15. Claims 1,12 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bardy (US 6,261 ,230) et al. 

16. Regarding claims 1,10,12 and 20, Bardy discloses: A medical device comprising 
a computer program embodied by a computer readable medium as capable of being 
executed by a computer, the computer program for use in sudden cardiac death (Col 1 , 
Ln. 44) prediction system, the computer program comprising: an acquisition module 
(Fig 3, Element 51) that communicates over a network (Fig 3, Element 33) to acquire 
patient data (Fig. 3, Element 50) from a plurality of medical device equipment databases 
(Fig. 3, Element 52; Fig 1, Element 17). Bardy does not specifically disclose a system 
used specifically as a sudden cardiac death prediction system but rather a telemetry 
system used as a patient care system. It would be obvious to one of ordinary skill in the 
art to translate this technology into a device specifically used as a sudden cardiac death 
prediction system which utilized electrocardiograph information from a external machine 
rather than a implanted medical device in order to have a device capable of predicting 
sudden cardiac death which does not have to be implanted within the body. 

17. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bardy 
(US 6,261,230) in view of Selker (US 5276612). 

18. Regarding claim 13, Bardy discloses the computer program of claim 12, however 
does not specify a report module which outputs at least one of electrocardiogram data, 
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an electrocardiogram measurement, image data, an image patter, an image correlation, 
an image measurement, a diagnosis, a recommended treatment, a recommended 
follow-up test, a mathematical measurement, a range, and a physician identifier. Selker 
discloses a risk management system used with cardiac patients, which provides a 
report module, which reports electrocardiograph findings, which includes mathematical 
measurements (Col. 4, Ln. 29), a range (Col. 4, Ln. 4), Recommended treatment (Col. 
4, Ln. 66), Diagnoses (Col. 4, Ln. 59). It would be obvious to one of ordinary skill in the 
art to modify Bardy's disclosure to create a system and method for the prediction of 
sudden cardiac death by including a system capable of quantitatively reporting findings 
of an electrocardiogram rather than using data from a implantable ICG so that a 
diagnostic test could be performed on a patient with out requiring a implantable medical 
device. 

19. Regarding claim 17, Bardy discloses a computer program stored on a tangible 
medium (Col 8, Ln. 51), however does not specify a report module which outputs at 
least one of electrocardiogram data, an electrocardiogram measurement, image data, 
an image patter, an image correlation, an image measurement, a diagnosis, a 
recommended treatment, a recommended follow-up test, a mathematical measurement, 
a range, and a physician identifier. Selker discloses a risk management system used 
with cardiac patients, which provides a report module, which reports electrocardiograph 
findings, which includes mathematical measurements (Col. 4, Ln. 29), a range (Col. 4, 
Ln. 4), Recommended treatment (Col. 4, Ln. 66), Diagnoses (Col. 4, Ln. 59). It would be 
obvious to one of ordinary skill in the art to modify Bardy's disclosure to create a system 
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and method for the prediction of sudden cardiac death by including a system capable of 
quantitatively reporting findings of a electrocardiogram and displaying the results in a 
report for review by medical personnel so that the technology could be used without a 
implantable medical device. 

20. Claims 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bardy (US 6,261 ,230) in view of Feng (US 5509425). 

21. Regarding claims 14,15 and 19, Bardy discloses a system and method 
comprising of computer executable code facilitating a automated collection and analysis 
patient care system which including detecting signs of Sudden Cardiac Death as recited 
in claim 12. Bardy does not disclose of a pattern recognition module, wherein the 
pattern recognition module accessing at least one of electrocardiogram patterns and 
image patterns. Feng discloses an arrangement and method of diagnosing and warning 
of a heart attack which includes a pattern recognition module (Fig .16) accessing at 
least one of electrocardiogram patterns and image patterns (Fig 16) wherein an image 
pattern could be a waveform (Figs. 6-12). It would be obvious to one of ordinary skill in 
the art to modify Bardy's disclosure to include a pattern recognition module as disclosed 
by Fend to facilitate in the detection of sudden cardiac death. 

22. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bardy 
(US 6,261,230) in view of Elghazzawi (5,819,007). 

23. Regarding claim 16, Bardy discloses a system and method comprising of 
computer executable code facilitating a automated collection and analysis patient care 
system which including detecting signs of Sudden Cardiac Death as recited in claim 12 
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but does not mention the use of a decision support module. Elghazzawi discloses the 
use of feature based expert system classifier and their use as a decision support 
system and how they can be effective in detecting arrhythmia. Elghazzawi does not 
disclose of a particular acquisition module rather disseminating data to develop a 
decision support systems, specifically in detecting arrhythmia. It would be obvious to 
one of ordinary skill in the art to modify Bardy's disclosure to include a decision support 
system, which includes an algorithm to detect sudden cardiac death using existing 
knowledge and facts from historical, and presently acquired medical data in order to aid 
in the detection of sudden cardiac death. 

Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason E. Rosenzweig whose telephone number is 
(571)272-5559. The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on (571)272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) ait-866"-2 17-9 197 (toll-free). >o .A /7 




Jason Rosenzweig 
Art Unit 3766 
Patent Examiner 





